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From the President's Desk 


By all these lovely tokens 
September days are here, 

With summer’s best of weather 
And autumn’s best of cheer. 

- Helen Hunt Jackson, 

Hello all, 

How is your September? Did you enjoy the networking events our Pacific 
Southwest chapter members held? Did you learn new tips in medical writing 
from the articles in our recent newsmagazines? Well, get ready for some 
more... 

In this September newsmagazine, we thank our star Newsmagazine Editor, 
Ajay Malik, for his insightful article about Regulatory Intelligence and 
consulting in this field. Rebecca Anderson has written another amusing 
article, this time about medical advertisements. We thank Kokil Tandon for 
keeping us updated about the FDA’s activities, and Sharyn Batey, our 
employment coordinator, for keeping us updated about job postings in our 
area. One of our newest members, Nathan Hutcheson, has summarized the 
wonderful presentations given by Bernard Delacruz, Roma Levy and Tim 
Peoples about medical devices and diagnostics in Thousand Oaks at our 
chapter lunch meeting in July. 

We are organizing another educational event in Thousand Oaks on 
September 19th: “Medical Writers’ Toolbox Decoded” Symposium. This is a 
free event hosted by our chapter and Amgen (see page 159 for more details). 
We thank Ajay Malik, the presenters and the representatives from Amgen for 
all of their amazing behind-the-scenes efforts to make this educational 
networking event possible. 

Save the date! Thursday, October 1st Greet-and-Go at the AMWA annual 
meeting. We are planning our annual chapter dinner in San Antonio. We will 
be sending out an email about this soon, so stay tuned for details. 

Would you like to become more involved in our chapter? We are looking for 
an Outreach Coordinator in Thousand Oaks/Los Angeles to help us with 
planning events in those areas. We are also looking for informative and fun 
articles for our newsmagazine, which is a great way to get an online writing 
credit. Please contact Ajay (ajay@amwa-pacsw.org) for more details. 

Thank you for all of your support. We hope to see you soon at one of our 
upcoming events! 

Donna 


Po-mxzu 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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Regulatory Intelligence 


New drug development includes 3 key steps in its 
life cycle: preclinical research, clinical trials, and 
filing for approval by regulatory authorities. The last 
stage, the preparation and filing of approval package 
requires a surprising amount of effort and due 
diligence. Consider this stage as the last leg of 
4x100 meters hurdles relay race; proper execution 
means a gold medal (ie, approval), whereas a mis- 
step may cause the application to stumble. Proper 
homework in the form of Regulatory Intelligence (Rl) 
can lead to successful filing of NDA, BLA, or device 
application with odds in favor of regulatory approval, 
doing so by optimizing the message, and avoiding 
surprises by identifying and addressing any potential 
regulatory or compliance issues. 

Meredith Brown-Tuttle in her book "Regulatory 
Intelligence 101" describes Rl as an act of 
gathering and analyzing regulatory information 
and monitoring current regulatory climate. Rl is 
a value added product created from regulatory 
information. 

How Rl is obtained? 

The "Intelligence" in Rl is a result of harnessing big 
data that relies on collection, integration and 
analysis of regulatory information from a variety of 
sources: static information, such as, published 
ICH/FDA guidelines; newer and updated guidelines 
published at regulatory agencies’ websites; 
proposed regulation, generally available via Federal 
Register, sifting through mounds of gray literature 
which include recent drug approval summaries, 
notes from advisory committees, FDA warning 
letters, FDA inspection notices, lawsuits, FDA 
presentations, FDA webinars; and purposeful 
snooping around, aka, networking, and attending 
regulatory events/meetings. A Rl consultant also has 
ears to the ground. . . reading the pulse of what's 
coming on the horizon. A Rl consultant is like a giant 
sponge soaking in all this information, although, 
there are additional tools to make the process 
manageable, including RSS feeds, and commercial 
databases. 

In this issue of Postscripts, Kokil Tandon, MD, has 
revived our monthly column on FDA news. She will 
summarize news updates, list new guidelines, and 
upcoming meetings scheduled by the FDA. 


Rl is about crafting a new entity out of 
information tsunami 

Information is key for Rl; however, regulatory 
information is generally scattered across 100s of 
websites and sources. Add a few additional 
assumptions, such as, market realities, competitor 
landscape, current standard of care practices, and 
soon it appears an impossible task to synthesize all 
this information. Here, commercial databases, eg, 
Graematter, can take the drudgery of data collection 
out of the equation, allowing to focus on questions 
and analysis. In summary, one needs a 
comprehensive information database under the hood 
to support the proposed regulatory strategy. As 
Melissa Walker (a Rl consultant with Regulatorium, 
Inc.) quoting Dr Jones, Raiders of the Lost Ark, said, 
"Complete information is important." The monthly 
Postscripts column by Kokil brings us 1 step closer 
to the Ark of Rl 

Why care about Rl? 

As indicated above, Rl can increase the odds of an 
application being approved by the regulatory 
authorities in a timely fashion. However, forward 
thinking in the form of proactive surveillance tracking 
the regulatory landscape can help the company in 
other ways too, eg, to fine tune drug development 
plan, to help design appropriate clinical trials, and 
even identify new opportunities. Rl can help identify 
new indications based on predicted regulatory 
landscape for upcoming years and knowledge of the 
market. Regulatory surveillance program can help 
companies make judicious choices about which drug 
development programs are likely to benefit the 
company or pan out versus those that may have a 
higher likelihood of becoming resource sinks or 
black holes. 

Rl strategy also helps the industry being proactive 
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and outward focused--by monitoring and providing 
input (comment) on proposed legislation, draft 
guidance documents, FDA policy papers; and 
engaging directly with health or regulatory 
authorities, and interest groups, thereby influencing 
legislation. Bioshield legislation passed soon after 
9/11 is a good example where industry, Congress 
and FDA were involved in crafting the legislation and 
drafting the regulatory pathway for potential drugs to 
qualify for national Bioshield stockpile. Industry can 
help regulatory authorities and legislature craft rules 
and regulations that may help remove unnecessary 
burden (paperwork), inject clarity in the regulatory 
process, and increase efficiency. 

A day in the life of a Rl consultant 

A Rl consultant gathers scientific and research 
information about the drug (or biologic or device) 
and indication being queried. In parallel, the 
consultant reviews region (or country) specific 
regulatory guidelines, rules, and regulations; 
modifies assumptions based on available knowledge 
of proposed or pending rules, guidelines, intent 
letters; takes into account information about the 
history and approval environment for that specific 
class of drug/device. . . and then, with this level of 
top-down bird-eye view, the Rl consultant crafts a 
strategy document and proposes a regulatory 
pathway for filing an application for regulatory 
approval by the client. 

The number of relevant websites and regulatory 
databases may run into 100s, an impossible task for 
someone not working on Rl full-time. Relying on Rl 
databases, such as Graematter, and the expertise of 


Rl consultant is a prudent investment for a company, 
as there are too many places where relevant 
information is scattered. 

In an organizational scheme of things, Rl falls within 
the scope of Regulatory Affairs department and 
involves defining strategy and big picture. It differs 
from Regulatory Operations department whose main 
role is to take care of the nuts and bolts of drug 
approval applications. 

Rl in the trenches 

A medical writer in a clinical writing department with 
awareness of current regulatory environment can 
use his knowledge to flag standard text (aka, 
boilerplate language) in the in-house templates that 
may be out-of-date with the current guidelines or 
regulations. Similarly, individuals in the regulatory 
operations can act as second pair of eyes during 
review. While the bigger questions are for the Rl 
consultants to research, a well-versed or well- 
informed clinical/regulatory team is likely to provide a 
smooth ride during the final leg of the race towards 
approval. 


Acknowledgements: 
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Extreme Medical Communications 

By Rebecca J. Anderson, PhD, AMWA Pacific Southwest Chapter Member 


While watching a television commercial recently, I 
was reminded that medical communications come in 
many forms. The advertised product was Colon 
Flow™, an over-the-counter remedy whose name 
should require no further explanation. Nevertheless, 
the manufacturer felt the need to elaborate, and I 
pity the poor medical writer who pulled this 
assignment. 

“Do you feel tired, fat, and bloated? Does your 
belly swell under your favorite shirts? Your 
colon might be stressed and threatening your 
health and well-being. Then Colon FlowTM 
may be just what you need. ” 

Well, this certainly caught my attention! After all, 
who wants their bowels to be stressed? As for the 
bloating, I get it. Constipation isn’t pleasant. But I 
was curious about the “feeling fat” bit. Fortunately, 
the ad explained: 

“If you have a bowel movement once a day, 
your colon is retaining as much as 4.5 pounds 
of fecal weight. If you have a bowel movement 
every other day, you could be loaded down 
with over nine pounds of waste. ” 

Ok, you had me at 4.5 pounds. I can do the math. 
Nine pounds is too much information. As for what 
was happening in my gut to threaten my health and 
well-being, the ad explained that, too: 

“Colon Flow is an all-natural once-a-day tablet 
that cleanses your colon to rid your body of 
harmful toxins that weigh down and make you 
feel old and worn. ” 

Oh, I see. It’s not just the pounds of detritus 
clogging my guts; it’s toxic, too. But somehow, this 
kind of “cleansing” sounds strikingly similar to the 
prep I did the last time I got a colonoscopy. My 
doctor only makes me do that once a decade, which 
is plenty frequent enough! I became more skeptical 
when the announcer said: 

“Colon Flow colon cleanser isn’t harsh like 
laxatives. ” 

So much for truth in advertising. Colon Flow’s “all- 
natural” ingredients include cascara sagrada and 
cape aloe, which are known to be strong cathartics. 
In fact, the Mayo Clinic website cautions against 
using cape aloe for more than a week. That’s worse 
than castor oil. Two ingredients (psyllium and apple 
fruit pectin) add fiber and therefore have a laxative 
effect. But to balance things out, I guess, the 
concoction also contains slippery elm and barberry, 


which are actually antidiarrheals. Most of the 
remaining ingredients (ginger, garlic, fennel, and 
cayenne) are presumably included as flavoring 
agents, but ginger and cayenne may also be 
medicinal; they are thought to combat flatulence. 

The ad saved the “best” for last. 

“No matter what age you are or how much you 
weigh, Colon Flow cleanses your body and 
puts a spring back in your step so you can 
enjoy life every day. ” 

Only the most gullible consumers would swallow that 
statement. Age certainly does make a difference, 
especially when you’re talking about how nimble 
your gut is — just ask any newborn or your great-aunt 
Mildred. And body weight is a standard benchmark 
for dosing — an especially important consideration for 
a product aimed at assisting weight loss. As for 
putting a spring in my step and helping me enjoy life, 
I can think of a lot better ways to do that besides the 
urge to rush to the nearest commode. 

The makers of Colon Flow are small scale 
entrepreneurs, and presumably they hired a 
freelance medical communicator to write their 
advertising copy. Freelancers, and also fulltime 
medical writers, often have to balance on that knife 
edge between doing what the employer wants 
versus upholding our professional ethics — and 
perhaps biting the hand that pays us. 

At one time or other, we probably all get an 
assignment to write crappy copy for a crappy 
product like Colon Flow. I cannot offer a simple, 
erudite solution. Just go with the flow. 


REBECCA J ANDERSON, PhD, is a freelance 
medical writer and the author of two books, 

Nevirapine and the Quest to End Pediatric AIDS 
and Career Opportunities in Clinical Drug 
Research. Prior to medical writing, Dr. Anderson 
managed research and development projects for 
twenty-five years in the pharmaceutical/biotech industry. She 
holds a Ph.D. in pharmacology from Georgetown University. 
She lives in Southern California, and when she is not writing, 
she absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 
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Regulatory Intelligence 


News and Updates from ike FDA 

Kokil Tandon, MBBS, MBA 

Member, AMWA Pacific Southwest Chapter 

The three-month period from June 2015 through August 2015 witnessed a flurry of activity at the FDA, with the 
approvals of a number of new drugs. 

In June, a new antiplatelet drug was approved for use in adults undergoing Percutaneous Coronary 
Intervention to improve blood flow to the heart muscle. 

The month of July was particularly significant. The FDA approved the first cholesterol-lowering treatment, 
approved in a new class of drugs known as proprotein convertase subtilisin kexin type 9 (PCSK9) inhibitors. 
Praluent (Sanofi-Aventis U.S & Regeneron Pharmaceuticals Inc.) is indicated for heterozygous familial 
hypercholesterolemia (HeFH) and clinical atherosclerotic cardiovascular disease. Orphan drug status was 
granted to Iressa and Orkambi, which were approved for metastatic non-small cell lung cancer and cystic 
fibrosis, respectively. Additionally, Orkambi received FDA’s breakthrough therapy designation signifying that it 
may offer a substantial improvement over available therapies, for treating cystic fibrosis. Several new drugs 
were approved for indications including heart failure, schizophrenia and add on for Major Depressive Disorder, 
locally advanced basal cell carcinoma, and chronic hepatitis C genotype 3 infections. 

Mylan Institutional’s troubles continued this month with the ongoing market withdrawal of Calcium Chloride. A 
number of voluntary recalls were also issued by Baxter International Inc., Life & More, L.L.C., Teva Parenteral 
Medicines. 

In August, the FDA approved the first treatment for sexual desire disorder. Addyi (Sprout Pharmaceuticals) is 
approved to treat acquired, generalized hypoactive sexual desire disorder (HSDD) in premenopausal women, 
but the mechanism by which the drug improves sexual desire and related distress is not known. The agency 
also granted approval to the second PCSK9 inhibitor drug. Repatha (Amgen Inc.) provides another treatment 
option in this new class of drugs for patients with familial hypercholesterolemia or with known cardiovascular 
disease who have not been able to lower their LDL cholesterol enough with statins. 

Moses Lake Professional Pharmacy issued an update to its voluntary recall of unexpired sterile human and 
veterinary compounded drugs. Voluntary recalls of products were also issued by Hartley Medical, Novacare, 
LLC, Allergan pic and The One Minute Miracle Inc. 

There will be three advisory committee meetings in September to review NDAs by Purdue Pharma and 
Collegium Pharmaceuticals as well as to discuss pediatric-focused safety reviews as mandated by The Food 
and Drug Administration Safety and Innovation Act (FDASIA). 

Selected FDA Announcements 
Date Announcement 

6- 18-15 The FDA, in partnership with international regulatory and law enforcement agencies, took action 

against more than 1 ,050 websites that illegally sell potentially dangerous, unapproved prescription 
medicines and medical devices to consumers. As part of the INTERPOL led- Operation Pangea 
VIII, these actions included the issuance of regulatory warnings to the operators of offending 
websites and seizure of illegal medicines and medical devices worldwide. 1 

7- 01-15 The FDA issued a federal register notice announcing its intention to take enforcement action 

against companies that manufacture and/or distribute certain unapproved prescription ear drop 
products (known as otic products) labeled to relieve ear pain, infection, and inflammation. 2 
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7-01-15 

A federal judge in New Jersey entered a consent decree of permanent injunction against Acino 
Products, LLC, on behalf of the FDA. Under the terms of the decree, Acino is prohibited from 
introducing into interstate commerce unapproved prescription drugs, including hydrocortisone 
acetate 25 mg suppositories. Acino must also destroy, under FDA supervision, all hydrocortisone 
acetate 25 mg suppositories in their custody, control or possession. FDA inspectors warned Acino 
during facility inspections in March 2014, August 2014, and January 2015 about continuing to 
manufacture and distribute unapproved drugs. 3 

7-13-15 

The FDA issued a notice to health care providers to check inventory and crash boxes to 
discontinue use of and quarantine Calcium Chloride Intravenous Infusion (10%w/v, packaged in 10 
mL prefilled syringes) subject to voluntary market withdrawal issued by Mylan Institutional LLC in 
April and June 201 5. 4 

7-17-15 

Baxter International Inc. issued a voluntary recall of 0.9% Sodium Chloride injection, USP, 50 mL 
VIAFLEX Plastic containers and 100 mL MINI-BAG Plus containers due to contamination with 
particulate matter (insect). 5 

7-23-15 

Life & More, L.L.C. issued a nationwide voluntary recall of Akttive High Performance Fat Burner 
Gold Capsules due to undeclared drug ingredients including Sibutramine and Phenolphthalein. 6 

7-24-15 

Teva Parenteral Medicines issued a voluntary nationwide recall of Adrucil (Fluorouracil Injection, 
USP) 5 G/100 mL (50 mg/mL) due to particulate matter identified as aggregate of silicone rubber 
pieces from a filler diaphragm and fluorouracil crystals. 7 

7-30-15 

Baxter International Inc. announced a voluntary recall of 0.9 % Sodium Chloride Injection, USP 
(AUTO-C) due to the potential for leaking containers, particulate matter and missing port 
protectors which could result in solution contamination. 8 

8-4-15 

A federal judge in Wisconsin entered a consent decree of permanent injunction against Atrium 
Inc., Aspen Group Inc., Nutri-Pak of Wisconsin Inc. (Wautoma, Wisconsin). The consent decree 
requires the three singly owned businesses, to destroy all dietary supplements in their possession 
under supervision from the FDA. Before the companies can resume making or selling dietary 
supplements, they must hire an independent expert and may not resume operations until they 
receive permission from the FDA. The FDA issued Atrium Inc. a Warning Letter on Nov. 2, 2012, 
citing the company for failure to follow current Good Manufacturing Practice (cGMP) regulations 
for dietary supplements. Follow-up inspections of Atrium, Aspen Group and Nutri-Pak of Wisconsin 
in 2013 and 2014 found continued violations. 9 

8-7-15 

Moses Lake Professional Pharmacy issued an update to its voluntary recall of unexpired sterile 
human and veterinary compounded drugs. The update was intended to include a corrected and 
complete listing of affected drugs which are being recalled due to lack of sterility assurance. 10 

8-17-15 

Hartley Medical issued a voluntary recall of Prolotherapy with Phenol, packaged in clear 5 mL 
and/or 100 mL sterile vials, due to non-sterility concerns. 11 

8-17-15 

A federal judge in Iowa entered a consent decree of permanent injunction against Iowa Select 
Herbs LLC, a manufacturer and distributor of drugs and dietary supplements. The consent decree 
prohibits the company and its owners from marketing misbranded or unapproved new drugs and 
adulterated or misbranded dietary supplement. During an inspection in August 2014, the FDA 
found that the company marketed their products with claims that they could treat medical 
conditions such as cancer, malaria, herpes and heart disease. FDA investigators also found 
numerous violations of the agency’s cGMP regulations for dietary supplement. In April 2014, the 
FDA issued a Warning Letter to Iowa Select Herbs for similar violations. However, despite 
assurances, the company failed to make the necessary corrections as revealed by the August 
2014 follow-up FDA inspection. 12 

8-24-15 

Novacare, LLC issued a voluntary nationwide recall of a number of dietary supplements with the 
following brand names: Fataway Ultimate Stack, ThermoFX, MaxOut Body, Metabolic Accelerator, 
Burn Fat Now, Thermogenic Fat Burner, Thin and Slim Naturally, Extreme Stack, Asia Black, Black 
Widow 25, and Methyldrene Original 25. Sample analysis by the FDA has revealed that these 
products contain undeclared drug ingredient salicylic acid. 13 

8-24-15 

Allergan pic, announced a voluntary recall of its REFRESH® Lacri-Lube® 3.5g and 7g for dry eye, 
REFRESH RM.® 3.5g for dry eye, FML® (fluorometholone ophthalmic ointment) 0.1% (sterile 
ophthalmic ointment topical anti-inflammatory agent for ophthalmic use, 3.5g), and Blephamide® 
(sulfacetamide sodium and prednisolone acetate ophthalmic ointment, USP) 10%/0.2% sterile 
topical ophthalmic ointment combining an antibacterial and a corticosteroid, 3. 5g. A small number 
of customer complaints reported particulate matter (small black particle which can be created by 
unscrewing the cap from the aluminum tube. 14 
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8-27-15 The One Minute Miracle Inc. issued a voluntary nationwide recall of MIRACLE DIET 30 due to the 
presence of undeclared phenolphthalein & MIRACLE ROCK 48 due to the presence of undeclared 
thiosildenafil. These undeclared ingredients can potentially cause adverse health effects such as 
cancer, sudden life threatening drop in blood pressure etc. 15 


Selected FDA Approvals 


Drug 

Indication 

Company 

Kengreal™ 

Percutaneous Coronary Intervention to prevent clot 
formation in coronary arteries 16 

The Medicines Company 

Orkambi™ 
(orphan drug) 

Cystic fibrosis in patients 12 years & older with F508del 
mutation 17 

Vertex Pharmaceuticals Inc. 

Entresto™ 

Heart Failure 18 

Novartis Pharmaceuticals 

Rexulti® 

Schizophrenia & add on to an antidepressant for Major 
Depressive Disorder 19 

Otsuka Pharmaceutical 
Company Ltd. 

Iressa® 
(orphan drug) 

Epidermal growth factor receptor (EGFR) mutation- 
positive metastatic non-small cell lung cancer 
(NSCLC). The companion diagnostic test was also 
approved to identify which patients would be 
appropriate for treatment with Iressa 20 

AstraZeneca Pharmaceuticals 

Technivie™ 

Chronic hepatitis C genotype 4 21 

AbbVie Inc. 

Odomzo® 

Locally advanced basal cell carcinoma 22 

Novartis Pharmaceuticals 

Daklinza™ 

Chronic hepatitis C virus genotype 3 infections 23 

Bristol-Myers Squibb 

Promacta® 

Pediatric chronic immune thrombocytopenic purpura 
(ages 1 to 6 years) when they have not achieved an 
appropriate response using other ITP 
medicines/surgery 24 

Novartis 

Advisory Committee Meetings 


Date 

Committee 



9-1 0-1 5 Joint Meeting of the Anesthetic and Analgesic Drug Products Advisory Committee and the Drug 

Safety and Risk Management Advisory Committee Meeting Announcement - Discussion of the 
NDA submitted by Purdue Pharma. 25 

9-11-15 Joint Meeting of the Anesthetic and Analgesic Drug Products Advisory Committee and the Drug 
Safety and Risk Management Advisory Committee Meeting Announcement - Discussion of the 
NDA submitted by Collegium Pharmaceuticals. 26 

9-1 6-1 5 Pediatric Advisory Committee Meeting Announcement - Discussion of pediatric-focused safety 

reviews as mandated by FDASIA. 27 

Conferences, Workshops and Public Meetings 

Date Title 

9/28-30/15 PPDA/FDA Annual Joint Regulatory Conference Mission Possible: Patient-Focused 

Manufacturing, Quality and Regulatory Solutions. 28 

9/29-30/15 FDA Regulatory Education for Industry (REdl) Conference Fall 2015, Silver Spring, MD. 29 


WEBLINKS 

• For additional information on approvals, including labeling revisions, tentative approvals, efficacy 

supplements with supporting clinical data, manufacturing changes or additions, or chemistry; new strength, 
see http://www.fda.gov/NewsEvents/Newsroom/default.htm [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm [Link] 

• For information on current drug shortages, see 
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http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm [Link] 

• For information on drugs to be discontinued, see 
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm [Link] 

• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm [Link] 

1 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm451 755.htm [Link] 
2 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm453348.htm [Link] 
3 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm453466.htm [Link] 
4 http://www.fda.gov/Safety/Recalls/ucm454770.htm [Link] 
5 http://www.fda.gov/Safety/Recalls/ucm455370.htm [Link] 

6 http://www.fda.gov/Safety/Recalls/ucm45581 6.htm [Link] 
7 http://www.fda.gov/Safety/Recalls/ucm456093.htm [Link] 
8 http://www.fda.gov/Safety/Recalls/ucm456784.htm [Link] 

9 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm457293.htm [Link] 
10 http://www.fda.gov/Safety/Recalls/ucm455925.htm [Link] 

11 http://www.fda.gov/Safety/Recalls/ucm45881 2.htm [Link] 

12 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm458752.htm [Link] 
13 http://www.fda.gov/Safety/Recalls/ucm45981 5.htm [Link] 
14 http://www.fda.gov/Safety/Recalls/ucm459485.htm [Link] 
15 http://www.fda.gov/Safety/Recalls/ucm460094.htm [Link] 

16 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm4521 72.htm [Link] 
17 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm453565.htm [Link] 
18 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm453845.htm [Link] 
19 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm454647.htm [Link] 
20 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm454678.htm [Link] 
21 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm455857.htm [Link] 
22 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm455862.htm [Link] 
23 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm455888.htm [Link] 
24 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm459430.htm [Link] 
25 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm457898.htm [Link] 
26 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm457905.htm [Link] 
27 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm458357.htm [Link] 
28 https://www.pda.org/conference/2015-pda-fda-joint-regulatory-conference/registration-fees [Link] 
29 http://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm456382.htm [Link] 



KOKILTANDON, MBBS, MBA, is a physician MBA, initiating her 
journey into the arena of Medical Writing. Previously she worked as a 
healthcare consultant where she focussed on projects involving 
healthcare delivery systems and processes. She is an active 
volunteer in her local community. She can be reached at 
kokiltandon@gmail.com. 



Fall 201 5 

September 29 - BO 
Sheraton, Silver Spring, MD 


DA SMALL BUSINESS and 
INDUSTRY ASSISTANCE 

Regulatory Education for Industry 
(REdl) Conference 

REGISTER NOW! 



http://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm456382.htm 

https://www.pda.org/conference/2015-pda-fda-joint-regulatory-conference/home 
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Medical Devices, Instructions for Use, and Medical Diagnostics 

By Nathan Hutcheson, PhD, AMWA Pacific Southwest Chapter Member 


On Saturday, July 25 th 2015 a meeting organized by 
the AMWA Pacific Southwest Chapter, entitled 
“Writing for Medical Devices” was held at Vitello’s 
Trattoria in Thousand Oaks. This session was 
focused on educating writers on the best practices 
and current themes in the medical device realm. 
Three speakers covered topics including medical 
device regulation, instructions for use for medical 
devices, and medical diagnostic testing. 

Tim People, MA, ELS, CMPP, who works at Amgen, 
presented the first talk, which explained how the 
Food and Drug Administration (FDA) regulates 
medial devices. He explained that a branch of the 
FDA, the Center for Devices and Radiological Health 
(CDRH) regulates medical devices. The FDA 
defines a medical device as “any instrument, 
machine, contrivance, implant, or in vitro reagent 
that is intended to treat, cure, prevent, mitigate, or 
diagnose disease in man.” Medical devices fall into 
one of three classes depending on their risk 
categorization. Class I devices are low risk and are 
not intended to support life or prevent disease (e.g. 
bandages). Class II devices, which are more 
complex and categorized as medium risk, are 
regulated more tightly and include devices such as 
diabetic pumps. Tim explained the majority of 
medical devices are categorized as Class I or Class 
II. Also, if these devices are considered as exempt 
because of being “substantially equivalent” to a 
predicate device already approved from before 
1976, they can proceed per the 1976 Federal Food, 
Drug, and Cosmetic Act (FDC). Otherwise, new 
Class I and II devices can be “cleared” through a 
Premarket Notification known as the 510(k). Class III 
devices are the highest risk and most complex and 
are intended to support life and prevent disease; this 
class includes devices such as cardiac pacemakers, 
and are “approved” following laboratory testing with 
clinical trials and a premarket approval (PMA) 
process. Combination products, which are products 
that involve both medical drugs and devices, were 
also discussed. 

Bernard Delacruz, PhD, presented the next part of 
the talk on product labeling for medical devices. He 
is a technical writer with Medtronic Diabetes, but 
calls himself a "user document specialist". He started 
by mentioning that working as a technical writer 
involves writing for multiple audiences such as 
patients, healthcare professionals, and regulatory 
agencies (e.g. FDA), and that he has to balance his 
writing style depending on the audience and 
situation. He explained that the labeling of a medical 

155 POSTSCRIPTS | VOL 5, NO. 37 | SEPTEMBER 2015 


device includes many items such as the device’s 
packaging, marketing and education material, and 
instructions for use (IFU). His work involves ensuring 
the device labeling is free from false, misleading or 
other objectionable material, which could range from 
inaccuracies involving the device’s size to 
misleading testimonials. Furthermore, he explained 
that the FDC prohibits adulteration or misbranding of 
devices. Adulteration of a device could include 
manufacturing a device that does not meet quality 
requirements or marketing a device without the 
necessary 51 0(k) clearance. Misbranding a device 
could include putting a use on a device label not 
cleared by the FDA. He highlighted that IFUs, more 
typically called user guides or manuals, are slowly 
evolving from printed material, which a user would 
have to search, to online (computer) and mobile- 
friendly formats, such as PDFs and animations, 
which interactively walk a user through how to 
quickly use the device. During the Q&A, he also 
discussed the need of providing material in multiple 
languages ("internationalization") as these devices 
are launched in other countries outside the US or 
English-speaking world. Finally he discussed 
consumers with disability/accessibility issues require 
an appropriate format for instructional materials or 
manuals, e.g., Braille versions for a blind user. 

The last speaker of the meeting, Roma Levy, MS, 
who is a Clinical Marketing Specialist at Siemens 
Healthcare Diagnostics, presented a talk on medical 
diagnostics. She surprised the audience with an 
unexpected, but appreciated, callisthenic session to 
awaken all from the 2 PM “post-lunch dip.” After we 
all had our much-needed stretch, she explained that 
medical diagnostics, which are also referred In vitro 
Diagnostics (IVDs), are a subcategory of medical 
devices and can include mechanical systems along 
with chemical reagents. These instruments are used 
to test the pathology of specimens such as blood, 
plasma, cerebrospinal fluid, urine, or tissue biopsies. 
These IVDs can range in complexity from 
complicated central laboratory equipment such as a 
genotyping machine to simple home and point-of- 
care tests such as a diabetes test. She explained 
that the FDA regulates these diagnostic tests to 
ensure consistency between labs, and that like 
medical devices, these tests they are grouped into 
Class I, II, or III depending on the risk involved. For 
example, a false test result on a Class I test, such as 
a mononucleosis (mono) test, would not have dire 
consequences. However, low sensitivity or specificity 
on a cancer test could result in increased patient 
mortality due to a lack of early treatment or 


unnecessary, invasive testing. She concluded her 
talk by explaining the different types of studies and 
statistics used in the evaluation of IVDs and giving 
examples of possible job duties and titles a medical 
writer might have in this field. 

This highly informative, medical device meeting at 
Thousand Oaks covered a range of topics including 
what constitutes medical devices, how their 
instructions are managed, and also how medical 
diagnostics are a subcategory of medical devices. 
Looking ahead to the 75 th Annual AMWA meeting, on 
Saturday , October 3 rd there is going to be a 2-3 PM 
session entitled “A Primer on the Medical Device 
Industry for Current and Aspiring Medical Device 
Writers”, which should be of interest to anyone 
engaged in this field. 


NATHAN HUTCHESON, PhD, is a Postdoctoral 
Scholar working in the Department of Psychiatry 
and Biobehavioral Sciences at UCLA. His current 
research involves using neuroimaging to study 
the neurobiological phenotypes related to 
psychiatric disorders. He obtained his doctorate in Graduate 
Biomedical Research and Neuroscience from the University of 
Alabama at Birmingham (UAB). He is a Project Coordinator for 
Biotech Connection LA (BCLA) and is involved in helping 
connect academic researchers at California Universities with 
local and national biotech companies. Nathan plans on using 
his background scientific research to help him pursue a career 
in medical writing or the medical science liaison (MSL) field. 

He is currently seeking to transition from academic research to 
industry and can be reached at Linkedln 
(https://www.linkedin.com/in/nathanlhutcheson) or by email at 
nhutche@gmail.com. 
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AMWA'S 
ANNUAL 
CONFERENCE 


75 ™ 


SEPTEMBER 30-OCTOBER 3, 2015 
SAN ANTONIO, TX 


http://www.amwa.org/events_annual_conference 
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Medical Device Meeting, July 2015 



AMWA members listening to the presentations by Tim People, Bernard Delacruz and Roma Levy (top 
left picture) at a meeting "Writing for the Medical Device" organized by AMWA Pacific Southwest 
Chapter in July 2015. Read a summary about this meeting by Nathan Hutcheson on page 155 
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Pictures by Donna Simcoe; collage by Ajay Malik 




Chapter Events' Calendar 


September 08, 2015, Tuesday. Free Webinar hosted by the Rocky Mountain 
chapter 

1 :00 pm ET / 1 2:00 pm CT / 1 1 :00 am MT / 1 0:00 am PT. 

Rocky Mountain chapter member Michele Hanley will talk about the patient 
advocacy movement. 

Details: AMWA Rocky Mountain Chapter website 

To join from your computer, tablet, or smartphone, click on the URL below on 
Tue Sep 8, 2015 11:00 am MT / 10:00 am PT: 
https://global.gotomeeting.com/join/785726869 
Dial in: (646) 749-3122 
Access Code: 785-726-869 

September 19, 2015, Saturday. Chapter organized symposium: "Medical 
Writers’ Toolbox Decoded" 

10:00 AM to 4:00 pm 
Location: Amgen, Inc. 

One Amgen Center Dr 

Building 24 Conference Center Auditorium 

Thousand Oaks, CA91320 

We thank Amgen for hosting this free event for our chapter! 
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AMERICAN 
MEDICAL WRITERS 
ASSOCIATION 


A\\ Pacific 
*\ \\ Southwest 
iiVW Chapter 


September 19, 2015 

(Saturday) 

Amgen, Inc. 

One Amgen Center Dr 
Building 24 Conference Center Auditorium 
Thousand Oaks, CA91320 


AMWA Pacific Southwest Chapter presents: 


Medical Writers’ Toolbox Decoded 


The skills and expertise needed for excelling as a medical writer are diverse and depend on the 
industry and job function. While there is no substitute for hands-on experience, this symposium is 
an opportunity to get a flavor of how medical writers practice their craft. 

Join us for a day of interactive lectures, demonstrations, and discussions to learn about: 

• Guidelines, styles guides, and templates used by medical writers in clinical writing and publication 
development 

• Illustrations and data presentation tools and tricks 

• Reference library tools and information management strategies in a pharmaceutical environment. 


Symposium Program 


10:00 AM - 10:30 AM 

Coffee and Registration 

10:30 AM - 11:30 AM 

Style Guides and Best Practices 
Dikran Toroser, PhD, CMPP 
Medical Writing Senior Manager, Amgen, Inc 
AMA-zing Style column (creator and contributor), 
Postscripts 

11:30 AM -12:30 PM 

Developing Figures and Illustrations for Publications 

Annalise M Nawrocki, PhD 

Medical Writing Manager, Amgen, Inc 

12:30 AM - 1:30 PM 

Lunch, Networking 

1:30 PM -3:00 PM 

The Right Information at the Right Time: The New 

Pharmaceutical Library 

Christopher Mundy, PMP 

Knowledge Strategy Consultant, CM Consulting 

3:00 PM- 
3:45 PM/close 

Q & A, Networking 
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About the Speakers: 


DIKRAN TOROSER, PhD, CMPP, a member of the AMWA Pacific Southwest chapter, is a 
regular contributor to the Postscripts magazine since 2012. He developed the monthly AMAzing 
Style column which covers topics from the AMA Manual of Style, and has also written on 
publication-related topics in these pages. Dikran is currently a Senior Medical Writing Manager 
at Amgen Inc. in Thousand Oaks, California. He earned his PhD in Biochemistry from 
Newcastle University (UK), and did his post-doctoral training in biochemical genetics at the 
John Innes Center of the Cambridge Laboratory (Norwich, UK) and in molecular biology with 
the USDA. Prior to Amgen, Dikran was on the faculty (research) at the School of Pharmacy at 
the University of Southern California. He can be reached at dtoroser@amgen.com. 


ANNALISE M NAWROCKI, PhD, is a member of the Pacific Southwest Chapter of the 
American Medical Writers Association. Annalise holds a BA in Molecular Biology and Genetics 
(with a minor in English Literature) from Northwestern University, and earned her PhD in 
Ecology and Evolutionary Biology from the University of Kansas. She is currently a Medical 
Writing Manager at Amgen Inc. in Thousand Oaks, California, where she develops publications 
and conference presentations in the cardiovascular therapeutic area. She can be reached at 
nawrocki@amgen.com. 


CHRISTOPHER MUNDY, MS, PMP, is Principal and Knowledge Strategy Consultant at CM 
Consulting, San Francisco Bay Area. He works with start-ups, biotech and pharmaceutical 
companies to conduct information gap analyses, review the competitive intelligence landscape, 
and develop corporate library solutions. He has implemented integrated information systems 
managing corporate records, scientific, research, clinical and regulatory records linked to cloud 
systems providing on-demand access to functional groups within and outside the organization. 
He has several project management credentials under his belt including the Six Sigma Green 
Belt. He is pursuing his Master's Degree in Information and Knowledge Strategy from Columbia 
University, New York. He can be reached via Linkedln: 
https://www.linkedin.com/in/christophermmundy 


Registration: CLOSED on September 4th 
Cost: Free (courtesy of Amgen) 

Lunch: Provided by Amgen 

AMWA Chapter Contacts (regarding symposium): 

Ajay Malik, PhD, ajay@amwa-pacsw.org 

Donna Simcoe, MS Biotech, MS Med Writing, MBA, CMPP, president@amwa-pacsw.org 

Amgen Organizing Committee: 

Jenilyn J. Virrey, PhD, Medical Writing Senior Manager, jvirrey@amgen.com 
Albert Rhee, PhD, Medical Writing Manager, arhee@amgen.com 
Laura Bruce, Administrative Coordinator, laura.bruce@amgen.com 
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T_JC San Diego Extension 


Register for the Science Writing Course 



This course offers an introduction to science journalism (print/broadcast/Web media) and other kinds 
of science writing (magazines, books, news releases, newsletters, museum exhibits), with a focus on 
writing techniques and strategies to help an audience of general readers understand scientific 
information. Also covered are opportunities for science writing, constraints that shape coverage, 
ethical issues that govern the reporting of scientific information, and the cultural place of science in 
society. Activities include broad reading and analysis of contemporary science writing together with 
in-class and outside writing assignments. 

Note: The course is about science journalism, not technical or scientific writing. 

Course Number: WCWP-40105 Credit: 3 units in Writing 
Dates: 10/07/15- 12/09/15 

Time: W, 6:30 p.m. - 9:30 p.m. No mtgs. 11/11/15, 11/25/15 (8 mtgs.) 

Location: Room 152, UCSD Extension Complex, 9600 N. Torrey Pines Rd., La Jolla 
Class Type: In-class — traditional classroom instruction 

Textbooks: Suggested Books (available via the UCSD Bookstore.) 

• The Science Writers' Handbook: Everything You Need to Know to Pitch, Publish, and Prosper in 
the Digital Age (2013 Edition) by Thomas Hayden and Michelle Nijhuis. ISBN: 9780738216560 

• Explaining Research: How to Reach Key Audiences to Advance Your Work (1st Edition) by 
Dennis Meredith. ISBN: 9780199732050 

Registration Website: http://extension.ucsd.edu/studyarea/index.cfm?vCourse=WCWP-40105 



Lynne T Friedmann, B.A. (journalism/biology) is a freelance journalist who has 
written topics ranging from astrophysics to zoology for print and online media 
outlets. She is editor of "ScienceWriters" magazine, published by the National 
Association of Science Writers. Among honors received: Fellow of the American 
Association for the Advancement of Science for “leadership and significant 
contributions to the public communication of science and technology.” 

Office Hours with Lynne Friedmann 

http://www.theopennotebook.com/2015/09/01/office-hours-with-lynne-friedmann/ 
Lynne Friedmann's Website: http://friedmanncommunications.com/about.html 
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Career Corner 


Medical Writing Open Positions 

Compiled By: Sharyn Batey, PharmD, MSPH 
Employment Coordinator, AMWA Pacific Southwest Chapter 


Medical Writer - Early Development (West Coast/Remote) 

PRA Health Sciences, City, State (not stated) 

https://uscareers-prahs.icims.com/jobs/29928/medical-writer — early-development-%28west-coast- 
remote%29/job?mode=job&iis=lndeed&iisn=lndeed.com 

Copy Writer/Editor III (15-15877) 

Recruiting for Life Technologies, Carlsbad, CA 
Insyncstaffing, Manachester, NH 
Contact: karen.booth@insyncstaffing.com 
http://www.insyncstaffing.com/current-opportunities.html 

Medical Writer - Promotional Activities 
Arbor Scientia, Carlsbad, CA 

http://jobview.monster.com/Medical-Writer-Promotional-Activities-Job-Carlsbad-CA-US- 
1 25869806. aspx?mescoid=2700440001 001 &jobPosition=2 

Freelance Technical Writer 
Dermalogica, Carson, CA 

http://chc.tbe. taleo.net/chc04/ats/careers/requisition.jsp?org=DERMA&cws=2&rid=2081&source=ln 
deed 

Medical Writer - Pharmaceutical 
Brandkarma, Irvine, CA 

http://careers.brandkarma.org/medical-writer.html 

Medical Writing Specialist 
Covidien, Irvine, CA 

http://job-openings.monster.com/monster/65f1 7c9b-d7df-4976-8186- 
87f8568e8034?mescoid=2700440001 001 &jobPosition=7 

Medical Writer 

Sonendo, Inc., Laguna Hills, CA 

https://www.smartrecruiters.com/Sonendolnc/82527360-medical-writer 
Senior Medical Writer 

Recruiting for undisclosed company in La Jolla, CA 
Makro Scientific, La Jolla, CA 

http://www.indeed.com/cmp/Makro-Technologies, -Inc./jobs/Senior-Medical-Writer- 
254bc58b6baa426b?q=Medical+writer 

Medical Writer 
Mindlance, La Jolla, CA 

http://www.indeed.com/cmp/Mindlance/jobs/Medical-Writer-41 3e4af18ecef779?q=Medical+writer 


*Note: Occasionally weblinks in the PDF document may not work if the web address is long and 
splits into 2 lines. You may copy and paste the complete link into a new browser tab or window 
to reach the correct website. 
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Director, Medical Writing 

Orexigen Therapeutics Inc, La Jolla, CA 

http://www.biospace.com/jobs/job-listing/director-medical-writing-348546 

Medical Writer Submission Lead (Director) 

Pfizer, La Jolla, CA 

http://job-openings.monster.com/monster/d3cf7b4e-4a0f-4234-9052- 
f7a799fa3f70?mescoid=2700440001 001 &jobPosition=3 

Senior Medical Writer 

Recruiting for Pfizer (3+ month position), La Jolla, CA 
Real Soft Inc., San Diego, CA 

http://www.indeed.com/cmp/Real-Soft-lnc./jobs/Senior-Medical-Writer- 

35a3409e0963bfd7?q=Medical+writer 

Technical Writer, Biotech 
Sequoia, Oceanside, CA 

https://www.smartrecruiters.com/Sequoia/83365813-technical-writer-biotech 

Associate Director/Director, Medical Writing 
Fate Therapeutics, Inc., San Diego, CA 

http://www.biospace.com/jobs/job-listing/associate-director-director-medical-writing-348192 

Associate Director/Director, Medical Writing (Publications) 

Intercept Pharmaceuticals, San Diego, CA 

http://interceptpharma. submit4jobs. com/index. cfm?fuseaction=8541 6. viewjobdetail&CID=8541 
6&JID=201 062&source=lndeed 

Medical Writer- Preclinical/Clinical Pharmacology (Consultant 6-12 months) 

Intercept Pharmaceuticals, San Diego, CA 

http://interceptpharma. submit4jobs. com/index. cfm?fuseaction=8541 6. viewjobdetail&CID=8541 
6& J I D= 1 97 1 95&sou rce= I ndeed 

Medical Writer - Scientific Publications (Consultant 6-12 months) 

Intercept Pharmaceuticals, San Diego, CA 

http://interceptpharma. submit4jobs. com/index. cfm?fuseaction=8541 6. viewjobdetail&CID=8541 
6& J I D= 1 97 1 93&sou rce= I ndeed 

Senior/Principal Medical Writer 
Intercept Pharmaceuticals, San Diego, CA 

http://job-openings.monster.com/monster/18215de0-862b-4dd6-a045- 
26da33d59752?mescoid=2700440001 001 &jobPosition=1 8 

Medical Writer 
Nuvasive, San Diego, CA 

http://job-openings.monster.eom/monster/e6d03020-00ac-4556-92a2- 

cfac1fb99a72?mescoid=2700440001001&jobPosition=7 

Director, Regulatory Medical Writing 
Kite Pharma, Inc., Santa Monica, CA 

http://www.jobscore.com/jobs2/kitepharma/director-regulatory-medical- 

writing/bzcJ6gmwar5BWsiGaltGfR?Board=lndeed&PID=2391259 


If you want to share job leads with the members of the Pacific Southwest Chapter, please 
contact Sharyn at employment-coordinator@amwa-pacsw.org. 
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CALIFORNIA COASTAL CLEANUP DAY 

SATURDAY. SEPTEMBER 19,2015 
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Fun Facts about California Coast 

• The California coastline is 1,264 miles long. 

• While the Northern California coastline is rocky with chilly waters, the SoCal coast has sandy 
beaches and warm waters. 

• Newport Beach's pier (est. 1888) is the oldest on the Southern California coast. 

• Richard Henry Dana Jr. declared Dana Point as the most romantic spot in Southern 
California in 1830s, and it still is, like the beaches at Doheny State Beach. 

• Most Californians live within 30 min from the coast, and most coastal cities are here in 
Southern California. 

• Third Sunday of September every year is California Coastal Cleanup day. 

• Did you know that cigarette butts were the largest trash items collected last year during the 
California Coastal Cleanup Day? Help keep our beaches clean! 

Sources: 

http://www.latimes.com/travel/la-tr-californiacoast-pg-photogallery.html 

http://www.coastal.ca.gov/ 

—Editor 
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